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Toolkit to support development of medicines management arrangements with secondary and tertiary care services

Improving governance and effectiveness

We have taken the wide range of stakeholder views on the ‘how to’ of commissioning medicines management with tertiary and secondary care, and produced this toolkit to assist PCTs in implementing and assessing these medicines management competencies.

It is intended that the toolkit can be used at a number of levels, depending upon the prior knowledge and experience of the commissioners, pharmacists or others involved. 

The toolkit is designed to make it easier to identify key issues that need to be addressed when commissioning medicines management and pharmacy services with hospitals and other specialist providers.  It should also assist generalists, and less experienced pharmacy staff in PCTs and hospitals to see how medicines management, pharmacy and prescribing interacts with clinical governance, patient safety and value for money initiatives in the NHS.
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Impact of medicines management on the delivery of health care

Medicines Management covers the selection of a drug for formulary inclusion, or for an individual patient, its prescribing, and/or administration, advice for patients and monitoring by medical, nursing and pharmacy staff to ensure safe, effective and appropriate treatment for patients.  Medicines Management therefore relates to and is influenced by the clinical work of doctors, nurses and pharmacists and other health and social care practitioners, in collaboration with patients and their carers.  All these aspects of medicines management are in addition to issues relating to the purchasing and supply of medicines by pharmacies in primary or secondary care (Audit Commission 2001)
Patients are more likely to receive a medicine than any other form of treatment from the NHS; the quality, effectiveness and safety of prescribing is therefore central to patient care.  This has been and remains a significant area of service and financial risk for PCTs and NHS trusts. (Chief Pharmacist DoH)   Medicines account for around 20% of overall NHS expenditure and annual cost growth in both primary and secondary care has been over 10% in recent years

Medicines management should be a key element in clinical governance in both primary and secondary care.  The very high frequency of the use of medicines makes the associated risks, and impact on patients and service capacity high, even when the frequency of adverse events per patient is low.  

Systems and processes to make the governance of medicines management more transparent and robust for patients managed in secondary/tertiary care are essential, as local knowledge of these therapies by non-specialists is inevitably limited.  Exemplar documents and templates and check lists are included in this toolkit to assist PCT commissioners and pharmaceutical leads to specify/assess the appropriateness of such systems and processes put in place by their secondary/tertiary care providers e.g. in response to the self-assessments carried out against the standards in the NHS Hospital Medicines Management Framework.  Such systems and processes should cover all aspects of the Framework and link closely with primary care work on improving prescribing and medicines management.

To achieve significant and lasting change in the safety, effectiveness, appropriateness and costs of using medicines as part of providing health care doctors, nurses, pharmacy staff and managers in may health systems all have to change their current approach to medicines management. 

New ways of working are needed to manage the fundamental shift in approach required to cope with pressures on both primary and secondary care prescribing costs from NSFs, the cancer plan, NICE and to address the clinical governance issues around changing roles for staff.  The principles in this toolkit can be used to deliver national and local priorities around medication error reduction, and to cut the number of avoidable medication-induced incidents, illness and hospital admissions in all patient groups.

Significant advantages for patients can be identified from promoting and enabling timely and effective joint working between primary and secondary/tertiary care.  A systematic approach to risk assessment is needed when new ways of working that affect medicines use are considered e.g. new regimes used in hospitals or new requests for GPs to take over routine prescribing from specialist services.  Investment in pharmacy and medicines management services has been shown to reduce adverse events with medicines. This will then release capacity back into the system to cope with increasing demands on the whole health and care system.  

Two thirds of hospital beds are occupied by people aged 65 or over.  In the elderly 5% to 17% of all emergency admissions to hospital are related to the use of medicines in primary care (NSF Older People).  Problems with prescribed medicines (poor effectiveness, interactions, adverse events) probably result in about ten avoidable admissions per week to an average-sized hospital.  

PCT commissioners should look to providers to demonstrate effective medicines management in primary and secondary care.  A key performance indicator for this is the management of patients whose care is shared on an on-going basis between their GP and a hospital specialist.  

How do we improve medicines management arrangements for primary care patients, particularly when they are also cared for by secondary/tertiary care services?

PCT commissioners should work with pharmacy leads to develop systems and processes in both primary and secondary/tertiary care so that key affordability issues around the evolution, growth and control of prescribing and medicines management are routinely dealt with in a transparent and robust way by all organisations in advance of individual patients presenting for treatment or new services being implemented.   Medicines management projects and developments in primary care should be closely linked to hospital provider services and their developments in medicines management e.g. admission and discharge medication reviews, formularies and shared-care.  This approach should be embedded in the commissioning processes for new developments and be reflected in Local Delivery Plans.

All organisations, including PCTs themselves, should be expected to have structures in place reporting to or at executive director level to link medicines management to commissioning.        This should promote controlled developments in prescribing along with the necessary investment in a range of medicines management services to improve patient safety and increase the cost-effectiveness of prescribing, and to highlight to more prescribers the impact that prescribing choices have on resources available for other services to patients.  This will be particularly challenging for PCTs as Foundation Trusts are established and payment-by-results is implemented.

To be effective these structures need to operate to ensure that:

· Individual clinicians are given greater help to understand the systems and processes, and so work with them constructively. 
· Prescribing of new medicines, or for new uses are managed as for any other service development to ensure that this does not distort priorities.  
Fundamental change in the way prescribing and medicines management is dealt with cannot and will not be achieved by giving the medicines management agenda solely to pharmacists in primary and secondary care.  Leadership at executive level is required to achieve the necessary cultural change and support the systems and process agreed for managing change in medicines management.

Awareness in many health systems needs to be greatly increased about the hazards and risks of medicines, to improve performance around patient safety and to release capacity/improve access for health care and contain the cost of treating adverse events with medicines.  This is particularly important for patients managed by secondary/tertiary care who receive their most complex care in a location and from a team separate from their primary care team.  

The key governance issues to support effective, appropriate management of patients in partnership with secondary/tertiary care providers have been identified to be

· Use of information, including communication with patients and between clinicians, clinical information systems and analysis of drug use and activity data
· Risk assessment between care providers to check that appropriate arrangements exist to deliver care safely before clinical responsibility is transferred back from the secondary or tertiary care provider
· Development of new competencies in primary care teams to support patients with complex prescribing, monitoring and medicines management needs
· Clinical effectiveness assessments before PCTs routinely commission services and clinical audit to ensure that what is delivered meets the identified needs of patients and the PCT.
Leadership on this issue is an essential prerequisite for change in medicines management.  Pharmacy’s role as a clinical profession in both primary and secondary care needs to be developed and supported at the highest level in each organisation to make this happen efficiently and effectively.

Questions PCTs should ask when commissioning medicines management arrangements with secondary and tertiary care services

Communication

· Is there evidence that communication systems along the treatment pathway include the patient at all stages?
· Is it clear to whom the patient should report potential adverse effects – GP or specialist, and is there a system in place to identify for all these patients the critical events that should trigger an emergency referral to secondary/tertiary care?
· Is it clear what information will routinely be given by the specialist providers to patients about how their care is to be provided?
· Is there a mechanism in place to ensure that patients accept and understand their role within shared care systems and processes e.g. what side effects to report? 
· Is there guidance available to GPs from secondary/tertiary care on monitoring high-risk drugs that are initiated by specialists? 

Leadership 

· Is there an identified champion within the secondary/tertiary care organisation for shared care with drugs and medicines management e.g. the chief pharmacist?  Do they take responsibility for improving medicines management arrangements?

· Is there an identified champion within the primary care organisation for shared care with drugs and medicines management?  Do they take responsibility for improving medicines management arrangements? 

· Is there evidence that clear information sharing protocols and information governance arrangements are in place?
Impact on other services

· In costing the service has the cost of the current service been netted out against the budget that is currently bearing the cost?

· Is the cost of the service based on robust data relating to identified local population needs?  Where does the intervention sit in the PCT’s and Public Health Director’s priorities?

· Is there a whole system approach to commissioning medicines management arrangements?

Effectiveness

· Is there evidence that the good practice points identified for shared care are being followed?
· Is there evidence that patients receive the drugs and medicines management they need, within the priorities set by the commissioners?
· If shared care is being planned, has the Area Prescribing Committee (or equivalent) reviewed a shared care guideline, and assessed the likely implications for their health system? 
· Is it clear where non-specialists can obtain education, training and advice on the medicines management arrangements required to play their part in the patient’s pathway?
· What is the evidence base for the intervention that we are being asked to commission from secondary/tertiary care? 
Risk Management

· Is there evidence that audit systems are operating effectively to ensure the prescribing and medicines management arrangements are delivering the intended/expected outcomes?
· Is there evidence that systems are operating effectively between secondary/tertiary providers and others providing care along the patient’s pathway to share and learn from system failures and adverse events?
· Has a risk assessment been done if new or altered medicines management arrangements are being implemented, so that we do not introduce different problems from those we have experienced with the ‘old’ arrangements
· Have the most likely and most important areas for potential system failure been identified?  Are plans in place to manage the most important system risks?
· Is there evidence that communication between care professionals, patients and (where appropriate) their carers deliver safe systems and processes?
· Is evidence available of appropriate, on-going training, education and assessment of competence for all local staff involved in medicines management arrangements with tertiary care

Key issues for medicines management with secondary/tertiary: strategic issues

1.  Managing the introduction of new drugs or new uses for drugs 

The commissioning process should promote the development of collaborative medicines management review arrangements for new and existing treatments.  

· This may be facilitated through joint primary-secondary/tertiary prescribing groups at a micro level (one hospital and its local PCTs) and at a macro level (several hospitals and their local PCTs) through ‘Area Prescribing Committees’.  

· Mechanisms developed should to help bring GPs, Consultants and other clinical staff on board by making it clear how they can help to ensure the quality of patient care through engagement with this high-level approach.  
· Prescribing groups (including hospital Drug and Therapeutic Committees) should be encouraged by commissioners to focus on performance managing the implementation of a small number of shared projects to improve value for money and the effectiveness of medicines use at the interface.  

They should take account of the impact of these initiatives on commissioning/finance and operational delivery including overseeing the preparation of cost-pressures and drug and medicines management development information for the LDP.  

· Systems and processes should deliver increased awareness of affordability, capacity and clinical governance issues across and between primary and secondary care, and improve the coherence with which medicines are looked at across the whole health economy.  

For many PCTs the implementation of such arrangements is complicated by the lack of proximity between them and the providers, particularly of tertiary and nationally-designated specialist services.  

A key example of how this can be managed by the use of standardised systems and processes of “shared-care” and this is therefore dealt with in this toolkit in greater depth, with samples of documentation that may be used to formalise this process and so make it safer for patients and professionals.  

Recommendations for alternative strategies to improve the effectiveness of medicines management links are also addressed in the sections on managing across a network and managing with national specialist services

2.  Shared-care arrangements

Most prescribing is carried out by GPs in primary care, and many new drugs do not require hospital initiation or on-going specialist monitoring to provide safe appropriate care for patients.  These may be referred to as ‘green drugs’

At the other end of the spectrum there is a small number of drugs where there is little or no debate over who holds clinical responsibility for the management of the associated disease or condition e.g. HIV/AIDs, cancer chemotherapy.  In these situations prescribing responsibility would be expected to lie with the hospital consultant or specialist.  These may be referred to as ‘red drugs’.

However, between these there is s group of drugs which, although usually initiated, modified and stopped by or under the supervision of specialists, offer some potential for a shared clinical responsibility with a GP.  In these circumstances prescribing by a GP would be appropriate.

In the transfer of clinical and prescribing responsibilities to the GP from secondary/tertiary care or national specialist centres, the patient’s GP requires to have:

· A sound knowledge of the patient and his/her condition

· An understanding of the therapeutic and potential adverse effects and interactions of the drug (continued)

(shared care continued)

· A clear clinical role in the continuing management of the patient while he/she is on the drug 

· Clear information and guidance from the specialist on necessary monitoring arrangements

· A clear, workable direct channel of communication to the consultant

· An understanding with the patient of the GP’s role in managing his/her condition

· A process for sharing information and sharing responsibility – consultant GP and patient- informed agreement

Shared care arrangements for individual patients do not always require that a comprehensive written guideline of this type is produced.  A verbal agreement between the Consultant and GP may suffice, provided that written confirmation supplied to the GP of what they are required to monitor and what the key indicators are for referral of the patient back to secondary/tertiary care services for review or to manage suspected adverse effects.

New financial arrangements for enhanced services from April 2004, under the GPs’ new GMS contract may have an effect on shared care arrangements in the future.  

Good practice in shared care is:

· To ensure prior agreement has been reached between GP and consultant

· To provide a clear statement of responsibilities, with the particular activities, for which the GP will take clinical responsibility under a shared care arrangement, clearly identified and agreed

· To ensure that the patient’s condition has been stabilised before shared care is undertaken

· To provide appropriate education to GPs and nurses, to ensure they develop the required competencies to deliver safe, effective patient care in partnership with the consult and patient

· To ensure prior dissemination of sufficient information to the patient, their GP and other carers

Note shared care arrangements must always be specific to the indication(s) for which the information has been provided by the specialist to the patient’s GP.  

It is essential that any shared care arrangement makes explicit the arrangements for monitoring therapy and triggers for intervention by specialists.  

The existence of a shared care guideline for a drug used for one indication does not mean that specialists may assume that shared care arrangements are appropriate for the same drug in other indications.  

Unlicensed drugs and unlicensed indications for drugs may be included in shared care arrangements provided the specialist provides sufficient information to the GP to support the effectiveness and appropriateness of the recommended treatment. 

Further detail on national guidance on shared care is included in the preface to the Template Shared Care Guideline attached as Appendix 1 in this toolkit

A Sample Procedure For Developing And Implementing Shared Care Guidelines is attached as Appendix 2 I this toolkit

3.  Care of patients on oral cancer chemotherapy or treatment for rare conditions 

One relatively new area of potential difficulty around shared care is created by the development of oral presentations of 

· cancer chemotherapy drugs used for extended periods of treatment such as imatinib for CML, and by 

· drugs for rare diseases that are managed only in a small number of nationally-designated specialist centres,  such as bosentan for pulmonary hypertension 

The potential problem exists with these, but not equivalent injectable treatments in these therapeutic areas, because once oral forms of these treatments are available a number of specialists consider this a sufficient reason to request GPs to take over on-going prescribing.  There appears to be a perception that oral treatments are somehow less likely to need the whole of the clinical responsibility for these conditions to remain with the specialists through prescribing.

In most cases the diseases being treated with these new drugs are so rare or their management is so complex that it is not appropriate, nor in the patient’s best interest, for the specialist to become distanced from on-going direct management of the patient’s condition.  In these situations it is recommended to commissioners that the specialist should continue to have sole clinical responsibility for these drugs and therefore should continue to prescribe for these patients.

This position is recommended whether the financial arrangements for these drugs fall to a hospital Trust or to a PCT (the latter usually through a home-delivery third party supplier arrangement).  The marketing of these new drugs should not be taken as an opportunity to cost-shift because the other conditions for safe patient treatment with them cannot be met at this point in time by most GPs through shared care arrangements.  

As with other drugs that have moved from secondary to primary care clinical responsibility and prescribing over time e.g. for diabetes, commissioners and senior pharmacists in the PCTs should keep the position under review.  

For cancer, tertiary and national specialist services review of arrangements for prescribing may most easily be accomplished by contacting the chief pharmacist of the hospital who provide the service for these patients, plus contacting PCT pharmacy lead and/or Area Prescribing Committee pharmacy lead who are situated in closest proximity to the specialist prescriber e.g. hospital Chief Pharmacist and Cambridgeshire Joint Prescribing Group for patients seen at Papworth hospital for pulmonary hypertension, and their equivalents in other areas.  This has the advantage that these pharmacists can identify and provide links to the specialist clinicians, and they will usually have worked through the issues for local patients

4. Care of patients transferred from tertiary centres to local hospitals

PCT commissioners and pharmacy leads are recommended to give appropriate consideration to patients whose care is transferred between tertiary and secondary care, either as apart of a planned package of care or as the result of an emergency admission.  

Commissioners and pharmacy leads should require tertiary providers to ensure that patients are only managed where there are specialists with sufficient knowledge of all the patient’s conditions, including those being managed in tertiary care, or that structured shared care arrangements between secondary and tertiary care are established to address the principles and practical issues that are articulated in the shared care guideline attached at Appendix 2.

Commissioners who wish to move patient care closer-to-home should note the requirement for complex conditions to be managed by a 24/7 multi-disciplinary team of professionals, to optimise care, minimise avoidable adverse events and minimise length of stay 

5. Key issues for medicines management with national specialist services

Nationally-designated specialist providers serve a very diverse population and cannot easily accommodate the requirements of individual PCTs.  To promote safe effective care, and ensure information on these infrequently used therapies is available to all PCTs and their clinical teams, commissioners and pharmacy leads should look to these specialist providers to publish standard treatment pathways or guidelines on the provider web site

It is anticipated that the NPfIT programme will, in due course, have a substantial benefit for these patients when there is universal access to a single record for each patient irrespective of service provider.  However, at least in the interim period before NPfIT is fully operational commissioners are recommended to

· Promote the regular use of patient-held records in tertiary care-secondary care networks, 

· Engage the patient is sharing of information and ensure that non-specialists are made aware at the earliest opportunity of the care being provided in tertiary care.  

The use of such patient-held records would assist ambulance services and others providing emergency and first-contact care.

6. Key issues for medicines management across a clinical network e.g. cancer

Consideration should be given by commissioners to using the descriptors in this toolkit of good practice in shared care to define the systems and processes for secondary care when networks including tertiary care are commissioned to deliver packages of care.  These systems and processes would also help when DGHs provide cover for emergencies.  

In particular, local hospitals should ensure that for those patients whose care they take on from tertiary care, they develop an appropriately trained and competent workforce.  Further 

· Wherever possible, prior agreement has been reached between DGH and tertiary care consultants, and that the teams that will provide the care have the appropriate competencies e.g. specialist nursing and pharmacy support

· Where patients are received as an emergency, they are assessed promptly by staff with appropriate knowledge and training to determine whether they need to be transferred back to the tertiary centre, and if so how urgent that referral may be

· They promote the regular use of patient-held records in tertiary care-secondary care networks, to engage the patient is sharing of information and ensure that non-specialists are made aware at the earliest opportunity of the care being provided in tertiary care.  The use of such patient-held records would assist ambulance services and others providing emergency and first-contact care.

· Where there is regular care provided in a DGH, as part of a clinical network, in partnership with a tertiary care service there is a clear statement of responsibilities, with the particular activities, for which the DGH consultant will take clinical responsibility under a shared arrangement, clearly identified and agreed.  This statement of responsibilities must be readily available to all other members of the multidisciplinary team involved in the care of this patient group,  and that the statement forms part of the team’s training and competence assessment processes

· They ensure that the patient’s condition has been stabilised before any part of the care is transferred to a DGH

· They provide appropriate education to GPs and nurses, to ensure they develop the required competencies to deliver safe, effective patient care in partnership with the consult and patient

· They ensure prior dissemination of sufficient information to the patient, their GP and other carers

Cancer networks are required by the Cancer Standards Manual to have documented agreed regimes of care across the network.  

· These may only be altered for following permission through an established review mechanism e.g. for a patient intolerant of standard regimes.  

· Cancer centres hold the regimes and are responsible for leading the updating of the regimes in line with emerging evidence on effectiveness and safety.  

· Cancer units are only permitted to give regimes from the list agreed across the network unless they gain permission to alter them for an individual patient following permission through an established review mechanism

This model to promote explicitly shared standards and care pathways is commended to commissioners for use in developing medicines management arrangements in other clinical networks.

So what now?

The arrangements for commissioning care from secondary/tertiary care services is becoming more complex, with the introduction of Foundation Trusts and payment by Results for some specialists from April 2004.

This toolkit should help PCTs dealing with these new arrangements to focus on the fundamental principles, systems and processes and so promote safe, effective  medicines management for all their patients.

Comments on the toolkit are welcomed.
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